Instructions for Completing a Protocol
An initial protocol can be approved for up to three years if it is reviewed and approved for continuation at least once a year over the three-year period. Principal Investigators (PIs) or the IACUC may request a shortened approval period. 

Complete the IACUC application using the following guidance:

I. Hypothesis and general aims. This section should be a short summary in lay terms.

II: Species and number of animals required and justification of same. Include extra animals for training purposes and to cover unexpected losses. For animals that will be shipped to BNL from another institution, a health report from that institution's animal facility will be required. Investigators are encouraged to contact the Brookhaven Laboratory Animal Facility (BLAF) at (631) 344-3620 as early as possible in the submission process.

III: Unusual housing and husbandry requirements including restriction of food or water. For animals equipment/supplies/food that will be shipped to BNL from another institution, a health report from that institution's animal facility will be required. Investigators are encouraged to contact the BLAF at (631) 344-3620 as early as possible in the submission process.

IV: Adequacy of training and experience of personnel in the procedures used. Personnel listed here should only include those who will be performing hands-on work with the animals. Visitors may provide documentation of appropriate training and medical surveillance from their home institution.  .

V: Rationale and purpose of the proposed use of animals. Must list everything that will be done to the animal. It must be written in language that is readily understandable to the lay person. Flow diagrams or charts are often helpful. Clearly indicate the end point of the experiment and disposition of the animals. Indicate dose of agent and/or irradiation to be administered. Use ranges whenever possible instead of single specified doses.

VI: Certification that the use of less-invasive procedures or other alternatives are not available or not appropriate. Must include a written narrative describing the methods and sources used to determine that alternatives to painful/distressful procedures were not available. PIs must consider the "Three Rs:" 

· Replacement of animals with non-animal models, 
· Reduction to minimize the numbers of animals to the greatest extent possible, and 

· Refinement of procedures so as to maximally reduce the amount of potential pain, discomfort, distress, or morbidity. 

A literature search must be performed to investigate such alternatives. The Research Library Staff is available to assist with the search. 

VII: Appropriate sedation, analgesia, and anesthesia. This should be discussed with the Attending Veterinarian (AV) during preparation of the protocol. All substances to be administered should be listed. Security procedures of controlled substances must include room and building number of lock box location. Agents to be administered to animals:

· Protocols may be approved that include specific categories/classes of drugs to be administered, with the exception that Schedule 1 and Schedule 2 DEA-regulated compounds are to be specifically and individually identified in the protocol and approved by the IACUC. 
· Each continuing review of the protocol must include a complete list of the agents and doses administered over the course of the approval period. 

· For any substance that is to be administered at concentrations exceeding the ED50, or with an unknown ED50, IACUC approval must be obtained in advance of using the compound. 

· Protocols involving Schedule I or Schedule II compounds must list each compound to be used and use of Schedule I compounds must be approved by the CRC Pharmacist prior to IACUC review and approval. 

VIII: Conduct of multiple major survival surgeries. If more than one survival surgery will be performed, this must be justified.

IX: Postoperative care. Include who, what, where, and how often the animals will be observed.

X: Method of euthanasia or disposition of animal. Include a rationale for the selected method of euthanasia, verification that the selected method is the most humane possible given scientific constraints, and how death will be confirmed.

XI: Criteria and process for timely interventions, removal of animals from a study, or euthanasia if painful or stressful outcomes are encountered. This must be clearly, but succinctly described. The following may be used: 

· Severe ataxia; 
· rapidly increased heart rate or respiratory rates; 

· oral, nasal, or vaginal discharge such as pus or blood; 

· wound dehiscence; 

· marked swelling, tumor(s) greater than 2 cm, ulcer greater than 10% of body surface area; 

· inability to eat or drink, loss of weight; 

· great discoloration in an appendage or surgical area; 

· immobility. 

XII: Safety of working environment for personnel;

XIII: PI's assurance that the work does not involve unnecessary duplication of previous experiments/activities;

XIV: Shipping procedures, if applicable.  This is particularly important for investigators that will make use of BNL User Facilities and will then transport their animals to their home or other institution. Indicate BNL approved shipper will be used. 

